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Submission Type: Unanticipated Problem
Study #: 09-1344

Study Title: Cardiopulmonary Responses to Exposure to Ozone and Diesel Exhaust With Moderate
Exercise in Healthy Adults

Submission Description:

A study participant experienced a persistent cough possibly related to their participation in a
research protocol at the Human Studies Facility of the EPA

Based on the IRB's review of yvour report of an unanticipated problem, it has been determined that
no additional information is required and no changes in the study are warranted.
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== Brief Description of Event

A study participant experienced a persistent cough possibly related to their participation in & research protocol at
the Human Studies Facility of the EPA

A1) Did this event ocour at a site for which a UNC-Chaped Hill IRB has direct oversight responsibility or Invodve a rasaarch
participant at ope of those sites? Yoz

AZ) Was the avant wnaxpecied in nature, severly, of frequency? Yes
Pleasa sxplain:

Tha ocourrence of a cough after axposure o ozone is not unexpectad, This s a typical short tarm response (o this
pollutant. Acute exposure to disss sxhaust of czone has not been shown to induce a persistont cough. However, on 27
tha voluntoer presenied 1o the EPA Medical Siation stating that he had a parsistont cough sinco his kast exposure on 218,
Ho was seon by Dr. Kohrl who thought his cough likely was dus to a condizlon similar to cough wargant asthma or post viral
parsisiont cough and troated him with prednisons,

A3} Do you think the ovent was rélated or possibly refatod to this research?  Yes
Ploase axplain:

This avent may possibly be relaled to the axposure. Howovor, exposurs to disssl exhaust or 0zons has not been shown to
cause 8 persistent cough,

A4) Does the event suggest that tha ressarch places subjecis or others at a graater risk or harm than wag previously known or
recognized?

Economic: Mo

Legal: Mo

Physical; Dont Know
Paychological: Mo
Social; Mo

Floaso oxplain all "yes" or "dont know” Tesponses

Alhough this subject had developed a cough, the provious § subjects exposad to dissel exhaust and ozome combired did
nak.

»= Information About the Event

B1) Dato off Event: ITIA
B2} Location of Event:  US EFA Human Studles Facility
B3} Full Description of Evant.

The study participant was a 23 year old male with & pravious history of volunteering for EPA studles without incident. On
217 the subject was exposed to dissel exhaust and czona combined. During the first 15 min of exposure on 217, the
subject coughed sevoral Umes while in the chamber. When questioned about his responsa, ha sald he folt fine and warted
to continua the study. He was monitored for lung function decrements, cxygen saturation, minute vantilation, and cardiac
funciton during the exposure and 4 hre post exposure. Tha pulmonary function and cardlac andpoints wers within an
accepiablo range at discharge. On 218, he was exposad to oczone alone, with no unespected changes In thasa

On -8, ha returned for his second arm of the siudy. He came presenting & cough and was not exposced. Ho reported to the
Human Study Facillty on 427 complaining of an ongoing cough and was wsen by 8 physiclan,



== Was this a serious adverse event?

1) Did the avant resul in death? No
3] Was tha event ife-threatening (l.e., placed the subject al imeediate risk of death from the event, as it ocourred]? Mo

3] Did the avant result In inpathent hospitalization or prolongation of existing hospltalization?  No
C4) Did the event result in 2 persistent or significant disabllifyfincapacity? Yes

Please axplain:

At prasant, the subject reports cough interferes with social interacitons and Impairs his abilty to axercisa. However, he
reports the cough is starting to improve and il may complately resolee with tima,

CE) Did the avent result in a congenital anomaly/birth defect? Mo

) Basod upon appropriate madical judgment, did the event jeopardize the subject's hoalth andior require medial of surgical
intervention to pravent ane of ihe olher cutcomas listed abova, 9.9, allergic bronchospasm requiring intenshos treatment in the
smorgancy reom or al home, blood dyscrasias or convulsions that do not result In inpatient hosgpiallzation, o the devedopmsart
af drug dependency or drug abusa?

Yas

The subject was troated with 50 myg of prednisone far one weesk which did not impores the cough, He also had a PA and
lataral chest x-ray which was nomal. His spirometry wolumes and low rales ware the sama as during his training session.

»» Protocol/Consant Forma

D) Gihven this svent's occurmence, are there revisions to the study or consant documents that you woukd llke to sulimit at this
time? No

== Comective Action

E1) Have you established a comective action plan to prevent fulure cocunnencs of the event? Yos
Describe the corrective action plan:
Subjects that present & cough within tho first 18 minutes of exposure will be removed from the chambar,

== Attachments

Thare are no attachrents for thia avant



